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owing by the United States, or by a 
State agency, to the respondent. 

(d) Matters that were raised or that 
could have been raised in a hearing be-
fore an ALJ, or in an appeal under 42 
U.S.C. 1320a–7a(e), may not be raised as 
a defense in a civil action by the 
United States to collect a penalty 
under this part. 

§ 160.426 Notification of the public and 
other agencies. 

Whenever a proposed penalty be-
comes final, the Secretary will notify, 
in such manner as the Secretary deems 
appropriate, the public and the fol-
lowing organizations and entities 
thereof and the reason it was imposed: 
the appropriate State or local medical 
or professional organization, the appro-
priate State agency or agencies admin-
istering or supervising the administra-
tion of State health care programs (as 
defined in 42 U.S.C. 1320a–7(h)), the ap-
propriate utilization and quality con-
trol peer review organization, and the 
appropriate State or local licensing 
agency or organization (including the 
agency specified in 42 U.S.C. 1395aa(a), 
1396a(a)(33)). 

Subpart E—Procedures for 
Hearings 

SOURCE: 71 FR 8428, Feb. 16, 2006, unless 
otherwise noted. 

§ 160.500 Applicability. 

This subpart applies to hearings con-
ducted relating to the imposition of a 
civil money penalty by the Secretary 
under 42 U.S.C. 1320d–5. 

§ 160.502 Definitions. 

As used in this subpart, the following 
term has the following meaning: 

Board means the members of the HHS 
Departmental Appeals Board, in the Of-
fice of the Secretary, who issue deci-
sions in panels of three. 

§ 160.504 Hearing before an ALJ. 

(a) A respondent may request a hear-
ing before an ALJ. The parties to the 
hearing proceeding consist of— 

(1) The respondent; and 

(2) The officer(s) or employee(s) of 
HHS to whom the enforcement author-
ity involved has been delegated. 

(b) The request for a hearing must be 
made in writing signed by the respond-
ent or by the respondent’s attorney and 
sent by certified mail, return receipt 
requested, to the address specified in 
the notice of proposed determination. 
The request for a hearing must be 
mailed within 90 days after notice of 
the proposed determination is received 
by the respondent. For purposes of this 
section, the respondent’s date of re-
ceipt of the notice of proposed deter-
mination is presumed to be 5 days after 
the date of the notice unless the re-
spondent makes a reasonable showing 
to the contrary to the ALJ. 

(c) The request for a hearing must 
clearly and directly admit, deny, or ex-
plain each of the findings of fact con-
tained in the notice of proposed deter-
mination with regard to which the re-
spondent has any knowledge. If the re-
spondent has no knowledge of a par-
ticular finding of fact and so states, 
the finding shall be deemed denied. The 
request for a hearing must also state 
the circumstances or arguments that 
the respondent alleges constitute the 
grounds for any defense and the factual 
and legal basis for opposing the pen-
alty, except that a respondent may 
raise an affirmative defense under 
§ 160.410(b)(1) at any time. 

(d) The ALJ must dismiss a hearing 
request where— 

(1) On motion of the Secretary, the 
ALJ determines that the respondent’s 
hearing request is not timely filed as 
required by paragraphs (b) or does not 
meet the requirements of paragraph (c) 
of this section; 

(2) The respondent withdraws the re-
quest for a hearing; 

(3) The respondent abandons the re-
quest for a hearing; or 

(4) The respondent’s hearing request 
fails to raise any issue that may prop-
erly be addressed in a hearing. 

§ 160.506 Rights of the parties. 
(a) Except as otherwise limited by 

this subpart, each party may— 
(1) Be accompanied, represented, and 

advised by an attorney; 
(2) Participate in any conference held 

by the ALJ; 
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